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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 
[  21  CFR  Parts  6,  601  ] 
ENVIRONMENTAL  IMPACT  STATEMENTS 

Proposed  Amendments  to  Procedures  for 
Preparation 

In  the  Federal  Register  of  March  15. 
1973  (38  FR  7001),  the  Commissioner  of 
Food  and  Drugs,  pursuant  to  section  102 
(2)  (C)  of  the  National  Environmental 
Policy  Act  of  1969,  published  final  regu¬ 
lations  in  21  CFR  Part  6  of  establish¬ 
ing  procedures  for  the  preparation  of  en¬ 
vironmental  impact  statements  by  the 
Food  and  Drug  Administration  for  every 
major  agency  action  that  significantly 
affects  the  quality  of  the  human  environ¬ 
ment. 

On  August  1,  1973,  the  Council  on  En¬ 
vironmental  Quality  (CEQ)  issued  re¬ 
vised  guidelines  for  the  preparation  of 
environmental  impact  statements  by 
Federal  agencies  (38  FR  20550).  The 
Commissioner  has  reviewed  FDA’s  en¬ 
vironmental  impact  statement  regula¬ 
tions  and  has  determined  that.  In  light 
of  the  revised  (TEQ  guidelines  and  other 
considerations,  FDA’s  regulations  should 
be  amended. 

A.  The  revised  CEQ  guidelines  provide 
for  several  procedural  changes  in  envi¬ 
ronmental  impact  statement  regulations 
promulgated  by  Federal  agencies  w’hich 
the  Commissioner  proposes  to  include  in 
FDA’s  environmental  regulations. 

1.  After  careful  review,  further  classes 
of  actions  will  be  identified  which  nor¬ 
mally  will  not  require  environmental  im¬ 
pact  statements  and  are  therefore  ex¬ 
empt  from  environmental  consideration 
except  in  unusual  circiunstances. 

2.  The  agency  shall  maintain  for  pub¬ 
lic  inspection  on  request  a  list  of  all  draft 
and  final  environmental  impact  state¬ 
ments  it  prepares. 

3.  For  each  agency  action  that  does  not 
require  an  environmental  impact  state¬ 
ment,  the  agency  is  to  make  available  for 
public  inspection  on  request  a  determi¬ 
nation  of  inapplicability  or  a  marginal 
impact  statement  assessing  the  envi¬ 
ronmental  effects  of  the  action  and  stat¬ 
ing  its  resulting  decision  not  to  prepare 
an  environmental  impact  statement. 

4.  Public  hearings  are  to  be  held  when 
appropriate  and  for  good  cause  shown 
on  actions  for  which  the  agency  pre¬ 
pares  an  environmental  impact  state¬ 
ment. 

5.  A  cost-benefit  analysis  shall  be  in¬ 
cluded  in  each  environmental  impact 
statement  prepared  by  the  agency,  and 
accordingly  shall  be  required  in  each  en¬ 
vironmental  impact  analysis  report  sub¬ 
mitted  as  part  of  an  application  or  pe¬ 
tition  requesting  action  by  the  agency. 

6.  Copies  of  each  final  environmental 
impact  statement  prepared  by  the  agen¬ 
cy  shall  be  forwarded  to  those  persons 
who  submitted  substantive  comments  on 
the  pertinent  draft  statement.  A  final 
environmental  impact  statement  shall 
summarize  each  type  of  comment  sub¬ 
mitted  on  the  draft  environmental  im¬ 


pact  statement  and  the  Commissioner's 
conclusions  with  respect  to  it. 

7.  When  amendments  to  existing  regu¬ 
lations  are  proposed,  environmental  im¬ 
pact  assessments  of  those  regulations 
will  be  made. 

B.  Section  6.1(b)  of  FDA’s  environ¬ 
mental  regulations  (21  CFR  6.1(b))  de¬ 
lineates  those  agency  actions  for  which 
the  need  for  preparing  an  environmental 
impact  statement  shall  be  considered. 
Farther  careful  study  has  been  given  to 
this  regulation  and  it  has  been  deter¬ 
mined,  pursuant  to  the  CEQ  exemption 
provisiMi  described  in  paragraph  (A)  (1) 
above,  that  some  of  these  actions  nor¬ 
mally  do  not  significantly  affect  the 
quality  of  the  human  environment.  It  Is 
proposed  that  an  applicant  or  petitioner 
requesting  action  by  FDA  of  any  of  the 
types  specified  by  the  -amendments  or 
a  person  proposing  to  destroy  the  types  of 
articles  specified  by  the  amendments  will 
not  be  required  to  submit  an  environ¬ 
mental  impact  analysis  report  on  the  ac¬ 
tion  pursuant  to  §  6.1  imless  the  agency 
notifies  him  in  writing  that  one  is  re¬ 
quired.  The  actions  covered  by  the 
amendments  will  remain  included  in  §  6.1 
(b)  since  there  may  be  instances  where 
they  have  significant  environmental  im¬ 
pact.  The  following  actions  are  Included 
in  proposed  §  6.1(f)  on  the  detei-mination 
that  they  normally  do  not  significantly 
affect  the  quality  of  the  human  environ¬ 
ment. 

1.  Approval  of  a  new  drug  application, 
abbreviated  new  drug  application,  re¬ 
quest  to  provide  for  certification  of  a  new 
antibiotic  drug,  new  animal  drug  appli¬ 
cation,  supplemental  new  animal  drug 
application,  food  additive  petition,  or 
biological  product  license  for  the  follow¬ 
ing  types  of  articles : 

a.  A  drug  or  biological  product  in¬ 
tended  for  use  in  the  prevention  diag¬ 
nosis  or  treatment  of  a  rare  disease,  for 
infrequent  use,  or  for  use  in  insignificant 
amoimts  (taking  into  account  projected 
effects  on  animal  or  man) .  Examples  of 
such  drugs  are  drugs  indicated  for  use 
in  the  treatment  of  Addison’s  disease, 
hemophilia,  Wilson’s  disease,  or  leprosy; 
a  drug  which  Is  an  anesthetic  gas  or  a 
suture;  or  a  drug  which  is  used  as  a  bone 
cement  or  in  the  manufacture  of  contact 
lenses.  An  example  of  such  a  biological 
product  is  a  vaccine  used  to  prevent 
rabies. 

b.  An  animal  drug  intended  for  use 
in  non-food  animals;  for  ophthalmic  or 
topical  application;  for  local  and  general 
anesthesia;  for  use  as  an  in  vitro  diag¬ 
nostic  product;  for  pharmacological  use 
(i)  under  prescription  on  a  limited  num¬ 
ber  of  animals,  (ii)  in  the  treatment  of 
a  disease  or  condition  which  requires 
individual  dosage  administration,  or  (ili) 
in  animals  which  metabolize  the  drug 
so  that  no  significant  quantities  of  the 
drug  are  excreted  into  the  environment. 

FDA’s  approval  for  marketing  such 
a  drug  or  animal  drug  is  virtually  all 
instances  will  not  significantly  affect  the 
quaUty  of  the  human  environment  either 
because  the  marketing  and  use  patterns 
of  the  drug  will  be  limited  or  because  the 
distribution  of  the  drug  is  controlled. 


In  those  instances  where  there  is  a  rea¬ 
sonable  question  raised  concerning  the 
potential  environmental  impact  of  an 
agency  action  Involving  such  a  drug, 
careful  considerallon  will  be  given  to 
the  preparation  of  an  environmental  Im¬ 
pact  statement,  and  the  applicant  seek¬ 
ing  FDA  approval  for  marketing  will 
be  notified  in  writing  that  he  is  required 
to  submit  an  environmental  impact  anal¬ 
ysis  report  on  the  requested  action. 

c.  A  drug,  animal  drug  or  biological 
product  which,  in  chemical  structure  or 
biological  composition,  or  known  phar¬ 
macological  properties  and  indications 
for  use,  is  identical,  similar,  or  related  to 
a  drug,  animal  drug  or  biological  product 
which  is  already  being  marketed,  and 
there  is  no  evidence  that  the  marketing 
of  such  an  additional  “me-too”  drug, 
animal  drug  or  biological  product  will 
change  the  overall  use  pattern  or  the 
existing  market  for  the  article.  An  ex¬ 
ample  of  such  a  drug  is  a  “me-too”  drug 
which  is  covered  by  a  Drug  Efficacy  Study 
Implementation  annoimcement.  Where 
there  is  no  evidence  that  thfe  marketing  of 
an  additional  “me-too”  drug,  animal 
drug  or  biological  product  will  change 
the  overall  use  pattern  or  the  existing 
market  for  the  article,  FDA’s  approval 
for  marketing  that  article  will  not  signifi¬ 
cantly  affect  the  quality  of  the  hiunan 
envircmment.  In  those  instances  where  a 
potential  exists  for  extensive  change  in 
the  overall  use  pattern  or  in  the  existing 
market  for  such  a  drug,  animal  drug  or 
biological  product  requiring  FDA  ap¬ 
proval  is  evident,  careful  consideration 
will  be  given  to  the  preparation  of  an 
environmental  impact  statement,  and 
the  applicant  or  petitioner  seeking  such 
approval  will  be  notified  in  writing  that 
he  is  required  to  submit  an  environ¬ 
mental  imi>act  analysis  report  on  the  re¬ 
quested  action. 

d.  A  drug,  animal  drug,  or  food  ad¬ 
ditive  which  meets  all  of  the  following 
criteria; 

(i)  The  drug,  animal  drug,  or  food  ad¬ 
ditive  is  composed  of  a  substance  or  its 
derivative  which  naturally  occurs  in  the 
environment  and  which  may  reasonably 
be  considered  to  be  non -toxic  in  the 
amounts  used; 

(ii)  The  dnig,  animal  drug,  or  food 
additive  is  not  metabolized  in  its  use  and 
is  excreted  back  into  the  environment 
unchanged,  or,  if  it  is  metabolized,  the 
metabolites,  in  the  amounts  excreted 
into  the  environment  are  naturally  oc¬ 
curring  in  the  environment  and  may 
reasonably  be  considered  to  be  non- 
toxic;  and 

(iil)  The  use  of  the  drug,  animal  drug, 
or  food  additive  can  reasonably  be  ex¬ 
pected,  on  the  basis  of  all  available  evi¬ 
dence,  not  to  alter  significantly  the  prev¬ 
alence  and/or  distribution  of  the  sub¬ 
stance  or  its  derivative  or  their  metabo¬ 
lites  in  the  environment.  Examples  of 
such  a  drug  are  Targe  volume  parenterals 
of  normal  saline  or  dextrose,  vitamins, 
minerals,  polyimsaturated  fats  and  oils, 
carbon  dioxide  and  oxygen.  Examples  of 
such  a  food  additive  are  food  starch  mod¬ 
ified,  fatty  acids,  sodium  nitrate,  silicon 
dioxide  and  potassliun  iodide. 
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Normally,  FDA’s  approval  for  market¬ 
ing  such  a  drug,  animal  drug,  or  food 
additive  will  not  significantly  affect  the 
quality  of  the  human  environment  if  the 
prevalence  and/or  distribution  of  the 
substance  or  its  derivative  or  their  me¬ 
tabolites  remain  substantially  unchanged 
in  the  environment  and  may  reasonably 
be  considered  to  be  non-toxic  in  the 
amounts  used  or  excreted  into  the  en¬ 
vironment.  In  those  instances  where  the 
prevalence  and/or  distributicai  of  the 
substance  or  its  derivative  or  their  me¬ 
tabolites  in  the  environment  may  be  sig¬ 
nificantly  altered  as  a  result  of  the  agen¬ 
cy’s  action,  careful  consideration  will  be 
given  to  the  preparation  of  an  environ¬ 
mental  impact  statement,  and  the  appli¬ 
cant  or  petitioner  seeking  FDA’s  ap¬ 
proval  for  marketing  will  be  notified  in 
writing  that  he  is  required  to  submit  an 
environmental  impact  analysis  report  on 
the  requested  action. 

e.  A  food  additive  to  be  used  as  a  minor 
constituent  of  food-packaging  material 
which  meets  all  of  the  following  criteria: 

(i)  ’The  food  additive  will  not  materi¬ 
ally  change  the  pot^tial  xises  of  the 
packaging  material  to  which  it  is  added; 

(ii)  The  additive  is  intended  as  a  re¬ 
placement  for  a  similar  substance  al¬ 
ready  in  use: 

(iii)  The  additive  is  used  in  small  con¬ 
centrations  and  normally  does  not  signif¬ 
icantly  affect  the  environmental  impact 
of  the  disposal  of  the  packaging  material 
to  which  it  is  added;  and, 

(iv)  The  use  of  the  additive  and  the 
ultimate  disposal  of  the  packaging  ma¬ 
terial  to  which  it  is  added  normally  will 
not  significantly  alter  the  prevalance 
and/or  distribution  in  the  environment 
of  the  elements  of  which  the  additive  is 
composed. 

Examples  of  this  type  of  food  additive 
are  components  of  adhesives,  antioxi¬ 
dants  and  stabilizers  for  polymers,  and 
surface  lubricants.  Normally,  FDA’s  ap¬ 
proval  for  marketing  such  a  food  addi¬ 
tive  will  not  significantly  affect  the  qual¬ 
ity  of  the  human  environment  if  It  meets 
all  the  above  criteria.  In  those  instances 
where  the  food  additive  will  change  the 
potential  uses  of  the  packaging  material, 
where  it  is  not  Intended  as  a  replace¬ 
ment  for  a  similar  substance  already  in 
use,  where  it  may  significantly  affect 
the  environmental  impact  of  the  dis¬ 
posal  of  the  packag^  material,  or 
where  its  use  and  the  ultimate  disposal 
of  the  packaging  material  may  sig¬ 
nificantly  alter  the  prevalence  and/ 
or  distribution  in  the  environment  of 
the  elements  of  which  the  additive  is 
composed,  the  petitioner  seeking  FDA’s 
approval  for  marketing  will  be  notified 
in  writing  that  he  is  required  to  submit 
an  environmental  Impact  analysis  re¬ 
port  on  the  requested  action. 

2.  Approval  of  new  animal  drug  ap¬ 
plications  and  supplwnental  new  animal 
drug  applications  for: 

a.  The  following  types  of  new  animal 
drugs  Intended  for  use  in  animal  feed: 

(i)  A  combination  of  previously  ap¬ 
proved  animal  drugs  which  provides  for 
no  more  than  the  dosage  levels  and 


makes  the  same  claims  as  the  approved 
drugs: 

(ii)  A  diluted  premix  for  a  previously 
approved  animal  drug; 

(iii)  An  animal  drug  to  be  distributed 
under  conditions  of  approval  of  a  pre¬ 
viously  approved  animal  drug;  and, 

(iv)  An  animal  drug  covered  by  a 
Form  FD-1800  application; 

b.  An  animal  drug  for  administra¬ 
tion  other  than  in  animal  feed  to  be  dis¬ 
tributed  under  conditions  of  approval  of 
a  previously  approved  animal  drug. 
Approval  of  these  types  of  animal  drugs 
cannot  occur  unless  the  new  animal 
drug  applications  upon  which  they  are 
based  have  been  approved.  Their  ap¬ 
proval  constitutes  a  procedure  to  aid  the 
convenient  and  orderly  distribution  of 
the  drugs  involved.  The  environmental 
impact  of  the  marketing  of  the  animal 
drugs  involved  will  already  have  been 
considered  during  FDA’s  review  of  the 
prior  approval  of  the  original  new  ani¬ 
mal  drug  applications. 

3.  Approval  of  a  food  additive  to  be 
used  as  a  component  of  food-contact 
surfaces  of  permanent  or  semi-perma¬ 
nent  equipment.  This  includes  such  sub¬ 
stances  as  components  of  a  conveyor 
belt  or  a  bulk  storage  bin  in  food-proc¬ 
essing  plants.  Use  of  such  additions  will 
not  significantly  affect  the  quality  of  the 
human  environment,  since  the  equip¬ 
ment  is  generally  used  within  a  plant 
and  poses  no  disposal  problem  because 
of  its  permanent  or  semi-permanent 
nature. 

4.  Promulgation  of  a  monograph  for 
an  old  drug,  old  animal  drug,  over-the- 
coimter  (OTC)  drug,  or  an  in  vitro  diag¬ 
nostic  product.  These  monographs 
specify  the  conditions  under  which  prod¬ 
ucts  already  in  commercial  distribution 
may  continue  to  be  marketed.  The  Com¬ 
missioner  does  not  anticipate  that  the 
promiilgation  of  these  monographs  will 
significantly  change  the  existing  market 
or  commercial  distribution  of  these  prod¬ 
ucts  or  significantly  affect  the  quality  of 
the  human  environment. 

5.  Promulgation  of  an  antibiotic  drug 
monograph.  An  antibiotic  drug  mono¬ 
graph  specifies  the  conditions  which 
must  be  met  before  the  Commissioner 
will  certify  a  particular  batch  of  an  anti¬ 
biotic  drug.  The  promulgation  of  such 
a  monograph  is  not  FDA’s  approval  for 
marketing  an  antibiotic  drug.  This  ap¬ 
proval  occiu’s  prior  to  the  promulgation 
of  the  monograph,  and  the  environ¬ 
mental  impact  of  the  marketing  of  the 
antibiotic  drug  will  already  have  been 
considered  during  FDA’s  review  of  the 
requested  approval. 

6.  Approval  of  a  color  additive  petition 
which  involves  the  changing  of  a  pro¬ 
visional  listing  to  a  permanent  listing. 
Certain  commercially  established  colors 
have  been  listed  provisionally  pending 
the  completion  of  Uie  scientific  investi¬ 
gations  necessary  for  permanent  listing. 
Proof  of  safety  is  required  before  a  pro¬ 
visional  listing  may  1^  changed  to  a  per¬ 
manent  listing.  The  approval  of  a  per¬ 
manent  listing  will  have  no  substantial 
effect  on  the  types  of  use  for  the  color  ad¬ 


ditive  or  quantity  of  the  additive  used, 
and  therefore  there  will  be  no  significant 
environmental  impact  Involved  in  this 
type  of  action. 

7.  Testing  and  certification  of  a  batch 
of  color.  The  certification  of  a  batch  of 
color  is  not  a  major  agency  action  signifi¬ 
cantly  affecting  the  quality  of  the  hu¬ 
man  environment  since  it  merely  involves 
the  comparison  of  a  specific  batch 
against  standards  for  that  color. 

8.  Promulgation  of  “additional  stand¬ 
ards’’  for  biological  products  already  be¬ 
ing  manufactured  under  license,  as  well 
as  “additional  standards”  for  new  bio¬ 
logical  products  that  are  similar  or  re¬ 
lated  to  a  biological  product  already  be¬ 
ing  marketed.  These  additional  standards 
will  specify  the  standards  that  must  be 
met  by  biological  products  already  in 
commercial  distribution,  or  that  are  sim¬ 
ilar  or  related  to  products  already  in 
distribution.  A  “similar”  or  “related” 
drug  is  defined  in  21  CFR  130.40.  The 
Commissioner  does  not  anticipate  that 
the  promulgation  of  such  additional 
standards  will  significantly  change  the 
existing  market  or  commercial  distribu¬ 
tion  of  these  products,  and  therefore 
their  promulgation  will  have  no  signifi¬ 
cant  effect  on  the  quality  of  the  human 
environment. 

9.  Destruction  of  any  article  contam¬ 
inated  with  filth  or  misbranded,  if  it  will 
degrade  naturally  or  is  not  or  will  not 
produce  any  toxic  substance  if  inciner¬ 
ated  or  if  disposed  in  a  landfill,  regard¬ 
less  of  whether  the  destruction  results 
from  seizure,  Injimction,  detention,  or 
recall.  Articles  that  are  seized  and  con¬ 
demned  because  of  contamination  with 
filth  or  misbranding  will  be  disposed  of 
by  incineration  or  diunping  in  a  landfill 
or  municipal  dump  where  it  will  not 
cause  any  significant  effect  on  the  quality 
of  the  human  environment.  This  is  true 
regardless  of  the  type  of  article,  ammmt 
condemned,  or  type  of  packaging. 

10.  Training  grants  and  contracts. 
Since  these  actions  do  not  usually  affect 
the  quality  of  the  htunan  environment 
in  any  manner.  In  virtually  all  Instances 
no  environmental  Impact  statement  will 
be  required  for  them. 

11.  Approval  of  an  investigational  new 
drug  application  and  an  investigational 
new  animal  drug  application.  Since  imder 
the  existing  regulations  this  agency  ac¬ 
tion  is  handled  in  terms  of  environmen¬ 
tal  consideration  in  the  same  manner 
as  the  actions  covered  by  these  pro¬ 
posed  amendments,  it  will  be  removed 
from  §  6.1(d)  which  establishes  a  com¬ 
plete  exemption  and  Included  in  these 
amendments  establishing  a  conditional 
exemption. 

In  those  Instances  where  FDA  deter¬ 
mines  that  any  of  the  actions  specified 
in  paragraphs  2  through  11  could  sig¬ 
nificantly  affect  the  quality  of  the  human 
environmmt  if  taken,  careful  considera¬ 
tion  will  be  given  to  the  preparation  of 
an  environmental  Impact  statement,  and 
if  there  is  an  applicant  or  petitions  re¬ 
questing  such  action,  or  if  there  is  a  per¬ 
son  proposing  the  destruction  specified  in 
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paragraph  9,  he  will  be  notified  in  writ¬ 
ing  that  he  Is  required  to  submit  an 
environmental  impact  analysis  report  on 
the  action. 

While  an  environmental  impact  analy¬ 
sis  report  will  not  usually  be  required 
for  the  actions  covered  by  these  proposed 
amendments,  FDA  must  consider 
whether  the  manufacture,  preparation, 
processing,  or  packaging  of  articles  gov¬ 
erned  by  these  actions  significantly  af¬ 
fects  the  quality  of  the  human  environ¬ 
ment.  The  applicant  or  petitioner  re¬ 
questing  such  an  action  will  therefore 
be  required  to  submit  an  analysis  of  the 
environmental  effects  of  the  manufac¬ 
turing  process  of  the  article  which  is  the 
subject  of  the  requested  action.  This  re¬ 
quirement  will  ordinarily  be  satisfied  by 
an  identification  of  pollutants  expected 
to  be  emitted  and  of  applicable  Federal, 
State,  and  local  emission  requirements, 
and  by  a  statement  that  such  emission 
complies  with  these  requirements.  The 
submission  of  an  analysis  of  the  manu¬ 
facturing  process  will  not  be  required 
when  the  action  involved  is  the  promul¬ 
gation  of  a  monograph  for  an  old  drug, 
an  old  animal  drug,  an  OTC  drug,  an  in 
vitro  diagnostic  product,  or  an  antibiotic 
drug;  approval  of  a  color  additive  peti¬ 
tion  to  change  a  provisional  to  a  perma¬ 
nent  listing;  testing  and  certification  of 
a  batch  of  color;  promulgation  of  addi¬ 
tional  standards  for  a  licensed  biological 
product;  or  destruction  of  an  article  con¬ 
taminated  with  filth  or  misbranded. 

C.  Since  issuance  of  Ucenses  for  bio¬ 
logical  products  is  included  in  §  6.1(b) 
of  the  regulations  as  an  agency  action 
which  is  subject  to  environmental  Impact 
statement  consideration,  and  since  an 
applicant  for  an  establishment  or  prod¬ 
uct  license  for  a  biological  product  must 
submit  an  environmental  impact  analy¬ 
sis  report  as  part  of  his  application  pm- 
suant  to  existing  §  6.1(e),  the  prescribed 
form  for  each  of  these  licenses  should 
specify  this  requirement.  Accordingly,  the 
Commissioner  proposes  to  amend  §  601.2, 
the  regulation  setting  forth  the  items  re¬ 
quired  in  an  application  for  an  establish¬ 
ment  license  and  a  product  license  for  a 
biological  product,  to  include  a  provision 
that  the  applicant  is  required  to  include 
in  the  application  an  environmental  im¬ 
pact  analysis  report  analyzing  the  envi¬ 
ronmental  impact  of  the  manufacturing 
process  and  the  ultimate  use  or  consump¬ 
tion  of  the  biological  product  involved. 

D.  Destruction  of  a  food,  drug,  device, 
cosmetic  or  electronic  product  after  It  has 
been  recalled  may  in  some  instances  re¬ 
quire  preparation  of  an  environmental 
impact  statement  for  which  the  agency 
needs  environmental  data  and  informa¬ 
tion.  Therefore,  the  Commissioner  pro¬ 
poses  to  amend  existing  §  6.1(f)  of  the 
regulations  to  require  a  manufacturer, 
distributor,  or  dealer  who  proposes  to 
destroy  any  of  these  products  which  have 
been  recalled  to  submit  an  environmental 
impact  analysis  report  analyzing  the  en¬ 
vironmental  Impact  of  the  disposition  of 
the  article  involved,  except  as  modified 
by  the  exemption  provisions  of  these 
amendments. 


E.  Approval  of  requests  to  provide  for 
certification  of  new  antibiotic  drugs  and 
intramural  or  extramural  research  sup¬ 
ported  in  whole  or  in  part  through 
grants  and  contracts  (except  biostatlstl- 
cal  and  epidemiological  studies)  are 
agency  actions  for  which  the  need  to 
prepare  an  environmental  Impact  state¬ 
ment  must  be  considered.  The  Commis¬ 
sioner  therefore  proposes  to  amend 
§  6.1(b)  accordingly. 

F.  The  format  in  which  an  environ¬ 
mental  impact  analysis  report  must  be 
submitted  has  been  revised  in  existing 
§  6.1(g)  to  particularise  more  precisely 
the  kind  of  environmental  data  and 
information  required  in  the  report. 

G.  Since  the  authority  to  promulgate 
regulations  banning  articles  under  the 
Federal  Hazardous  Substances  Act  has 
been  transferred  from  FDA  to  the  Con¬ 
sumer  Product  Safety  Commission,  the 
provision  in  existing  §  6.1(f)  requiring 
a  manufacturer,  distributor  or  dealer 
who  proposes  to  destroy  an  article  ban¬ 
ned  by  regxUation  to  submit  an  environ¬ 
mental  impact  analysis  report  on  the 
disposition  of  the  article  is  deleted. 

H.  Pursuant  to  the  CEQ  gxiidelines, 

§  6.3(a)  (5)  provides  that  to  the  maxi¬ 
mum  extent  practicable,  no  agency  ac¬ 
tion  shall  take  place  earlier  than  30 
days  after  a  final  environmental  Impact 
statement  Issued  on  the  action  has  been 
forwarded  to  CEQ  and  made  available 
to  the  public.  Procedures  of  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare 
require  approval  of  an  environmental 
impact  statement  by  the  Office  of  En¬ 
vironmental  Affairs.  The  Commissioner 
proposes  to  amend  §  6.3(a)  (5)  by  adding 
a  provision  stating  that,  where  the  sub¬ 
ject  of  a  final  environmental  impact 
statement  approved  by  tiie  Department 
is  also  the  subject  of  a  regulation  pub¬ 
lished  in  the  Federal  Register,  this  re¬ 
quirement  is  met  by  simultaneous  pub¬ 
lication  of  a  notice  of  availability  of  the 
statement  and  the  regulation,  provided 
the  regulation  becomes  effective  at  least 
30  days  after  the  date  of  publication. 

The  Food  and  Drug  Administration 
will  adhere  to  these  regulations  except 
where  adherence  would  impair  FDA’s 
exercise  of  its  regulatory  responsibilities 
under  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  and  related  laws.  The  Com¬ 
missioner  concludes  that  FDA  must  en¬ 
force  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  to  the  full  extent  authorized 
by  Congress,  and  that  in  those  instances 
where  the  public  health  and  safety  is 
at  issue  or  specific  statutory  require¬ 
ments  are  Involved,  the  Federal  Food, 
Drug,  and  Cosmetic  Act  will  be  con¬ 
strued  to  prevail. 

Therefore,  pursuant  to  the  National 
Environmental  Policy  Act  of  1969  (sec. 
102(2)  (C),  83  Stat.  853;  (42  U.S.C. 

4332) ),  the  revised  Guidelines  Issued  by 
the  Council  on  Environmental  Quality 
(38  PR  20550),  Executive  Order  11514  of 
March  4,  1970  (35  FR  4247),  and  pur¬ 
suant  to  provisions  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  701,  52 
Stat.  1055-1056,  as  amended  by  70  Stat. 
919  and  72  Stat.  948;  (21  U.S.C.  371)), 


and  under  authority  delegated  to  him 
(21  CFR  2.120),  the  Commissioner  pro¬ 
poses  to  amend  Part  6  of  Subchapter  A 
and  Part  601  of  Subchapter  F  of  Chap¬ 
ter  I,  Title  21  of  the  Code  of  Federal 
R^ulations  as  follows: 

PART  6— ENVIRONMENTAL  IMPACT 
CONSIDERATIONS 

1.  In  Part  6: 

a.  By  amending  S  6.1  by  deleting  the 
words  “and  old  drug  monographs”  in 
paragraph  (b)  (8),  by  deleting  the  words 
“and  old  animal  drug  monographs”  In 
paragraph  (b)  (9) ,  by  revising  paragraph 
(b)  (10),  by  redesignating  existing  para¬ 
graph  (b)  (13)  as  (b)  (14)  and  by  adding 
a  new  paragraph  (b)(13),  by  deleting 
paragraph  (d)(5),  by  redesignating 
existing  paragraphs  (e),  (f),  (g),  (h), 
and  (1)  as  paragraphs  (1),  (j),  (k),  (1), 
and  (m) ,  respectively,  and  by  adding  new 
paragraphs  (e),  (f),  (g),  and  (h),  by 
adding  the  word  “recalled”,  and  by 
deleting  the  words  “banned  by  regula¬ 
tion,”  immediately  following  the  words 
“detained,  or”  in  redesignated  paragraph 
(j),  and  by  revising  the  format  of  the 
“Environmental  Impact  Analysis  Re¬ 
port”  in  redesignated  paragraph  (k). 

As  revised  by  these  proposed  amend¬ 
ments,  §  6.1  would  read  as  set  forth 
below: 

§  6.1  Applicability. 

(a) (1)  An  environmental  impact  state¬ 
ment  shall  be  prepared,  circulated,  and 
filed  pursuant  to  s^lon  102(2)  (C)  of  the 
National  Environmental  Policy  Act  of 
1969  for  every  major  agency  action  that 
significantly  affects  the  quality  of  the 
human  environment. 

(2)  Agency  decisions  shall  Include  a 
careful  consideration  of  all  environ¬ 
mental  effects  of  proposed  actions.  ' 

(b)  The  need  for  preparing  an  envi¬ 
ronmental  impact  stat^ent  shall  be 
considered  for  the  following  agency  ac¬ 
tions  pursuant  to  environmental  criteria 
established  by  the  agency  and  the 
department. 

( 1 )  Recommendations  or  reports  made 
to  Congress  on  proposals  for  legislation 
in  instances  where  the  agency  has  pri¬ 
mary  responsibility  for  the  subject  mat¬ 
ter  involved; 

(2)  Destruction  of  articles  condemned 
after  seizure  or  enjoined: 

(3)  Destruction  of  articles  following 
detention  or  recall  at  agency  request; 

(4)  Disposition  of  Food  and  Drug  Ad¬ 
ministration  laboratory  waste  materials; 

(5)  Issuance  of  licenses  for  biological 
products; 

(6)  Establishment  by  regulation  of 
labeling  or  other  requirements  for  mar¬ 
keting  articles; 

(7)  Establishment  by  regulation  of 
standards  for  articles  (except  food  stand¬ 
ards)  : 

(8)  Approval  of  new  drug  and  abbre¬ 
viated  new  drug  applications; 

(9)  Approval  of  new  animal  drug  and 
abbreviated  new  animal  drug  applica¬ 
tions; 

(10)  Approval  of  requests  to  provide 
for  certification  of  new  antibiotic  drugs 
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for  which  no  provision  for  certification  Is 
made  in  the  existing  regulations  In  this 
chapter; 

(11)  Approval  of  food  additive  peti¬ 
tions; 

(12)  Approval  of  color  additive  peti¬ 
tions; 

(13)  Intramural  or  extramural  re¬ 
search  supported  in  whole  or  in  part 
through  grants  and  ccHitracts  (except 
biostatistical  and  epidemiological 
studies) ;  and, 

(14)  Policy,  regulations,  and  proce¬ 
dure  making  which  significantly  affect 
the  quality  of  the  human  environment. 

(c)  An  environmental  impact  state¬ 
ment  will  not  be  required  for  amend¬ 
ments  to  existing  regulations  and  ap¬ 
provals  of  supplements  to  existing  ap¬ 
provals  unless  in  the  judgment  of  the 
Commissioner  the  change  is  substantial. 

(d)  The  agency  has  carefully  con¬ 
sidered  the  environmental  effects  of  the 
following  types  of  actions  and  has  con¬ 
cluded  that  since  they  are  not  major 
agency  actions  significantly  affecting 
the  quality  of  the  human  environment, 
environmental  impact  statements  are 
not  required  for  them: 

( 1 )  Recommendations  for  court  action 
concerning  foods,  drugs,  devices,  cos¬ 
metics,  and  electronic  products; 

(2)  Factory  inspections; 

(3)  Seafood  inspections;  and, 

(4)  Issuance  or  amendment  of  food 
standards. 

(e)  After  further  careful  review  of  the 
classes  of  actions  the  agency  takes,  fur¬ 
ther  types  of  actions  will  be  published 
which  normally  are  not  major  agency  ac¬ 
tions  significantly  affecting  the  quality 
of  the  human  environment  and  which 
will  thereby  be  exempt  from  the  require¬ 
ments  of  this  part  to  the  extent  specified 
in  paragraphs  (f )  and  (g)  of  this  section. 

(f)  The  agency  has  carefully  consid¬ 
ered  the  environmental  effects  of  the 
following  types  of  actions  and,  in  the 
judgment  of  the  Commissioner,  has 
concluded  that,  since  these  actions  nor¬ 
mally  do  not  significantly  affect  the 
quality  of  the  human  environment,  en¬ 
vironmental  impact  statements,  except 
in  rare  and  unusual  circiunstances,  are 
not  required  for  them: 

(1)  Approval  of  new  drug  applica¬ 
tions,  abbreviated  new  drug  applications, 
requests  to  provide  for  certification  of 
new  antibiotic  drugs,  new  animal  drug 
applications,  supplemental  new  animal 
drug  applications,  food  additive  petitions, 
or  biological  product  licenses  for  the  fol¬ 
lowing  articles: 

(i)  A  drug  or  biological  product  in¬ 
tended  for  use  in  the  prevention,  diag¬ 
nosis,  or  treatment  or  a  rare  disease,  for 
infrequent  use,  or  for  use  in  insignificant 
amounts  (taking  into  account  projected 
effects  on  animal  or  man) ; 

(ii)  An  animal  drug  intended: 

(a)  For  use  in  non-food  animals ; 

(b)  For  ophthalmic  or  topical  applica¬ 
tion; 

(c)  For  local  and  general  anesthesia; 

(d)  For  use  as  an  in  vitro  diagnostic 
product;  or, 

( e )  For  pharmacological  use : 


(1)  Under  prescription  on  a  limited 
number  of  animals;  or 

(2)  In  the  treatment  of  a  disease  or 
condition  which  requires  Individual  dose 
administration;  or 

(3)  In  animals  which  metabolize  the 
drug  so  that  no  significant  quantities  of 
the  drug  are  excreted  into  the  environ¬ 
ment. 

(iii)  A  drug,  animal  drug,  or  biological 

product,  which,  in  chemical  structure  or 
biological  composition,  or  known  phar¬ 
macological  properties  and  indications 
for  use,  is  identical,  similar,  or  related 
to  a  drug,  animal  drug,  or  biological 
product  which  is  already  being  marketed, 
and  there  is  no  reason  to  conclude  that 
the  marketing  of  such  an  additional  “me- 
too”  drug,  animal  drug,  or  biological 
product  will  change  the  overall  use  pat¬ 
tern  or  the  existing  market  for  the  ar¬ 
ticle  involved;  » 

(iv)  A  drug,  animal  drug,  or  food  ad¬ 
ditive  which  meets  all  of  the  following 
criteria : 

(a)  The  drug,  animal  drug,  or  food 
additive  is  composed  of  a  substance  or 
its  derivative  which  naturally  occurs  in 
the  environment  and  which  may  rea¬ 
sonably  be  considered  to  be  non-toxic  in 
the  amounts  used; 

(b)  The  drug,  animal  drug,  or  food 
additive  is  not  metabolized  in  its  use  and 
is  excreted  unchanged  back  into  the  en¬ 
vironment  or,  if  it  is  metabolized,  the 
metabolites  in  the  amounts  excreted  into 
the  environment  are  naturally  occurring 
in  the  environment  and  may  reasonably 
be  considered  to  be  non-toxic;  and 

(c)  The  use  of  the  drug,  animal  drug, 
or  food  additive  can  reasonably  be  ex¬ 
pected,  on  the  basis  of  all  available  evi¬ 
dence,  not  to  alter  significantly  the 
prevalence  and/or  distribution  of  the 
substance  or  its  derivative  or  their  me¬ 
tabolites  in  the  environment. 

(v)  A  food  additive  to  be  used  as  a 
minor  constituent  of  food-packaging  ma¬ 
terial  which  meets  all  of  the  following 
criteria: 

(a)  The  food  additive  will  not  mate¬ 
rially  change  the  potential  uses  of  the 
packaging  material  to  which  it  is  added; 

(b)  The  additive  is  intended  as  a  re¬ 
placement  for  a  similar  substance  al¬ 
ready  in  use; 

(c)  The  additive  is  used  in  small  con¬ 
centrations  and  normally  does  not  sig¬ 
nificantly  affect  the  environmental  im¬ 
pact  of  the  disposal  of  the  packaging 
material  to  which  it  is  added;  and, 

(d)  The  use  of  the  additive  and  the 
ultimate  disposal  of  the  packaging  ma¬ 
terial  to  which  it  is  added  normally  will 
not  significantly  alter  the  prevalence 
and/or  distribution  in  the  environment 
of  the  elements  of  which  the  additive  is 
composed. 

(2)  Approval  of  new  animal  drug  ap¬ 
plications  and  supplemental  new  animal 
drug  applications  for: 

(i)  The  following  types  of  drugs  used 
in  animal  feeds: 

(a)  A  combination  of  previously  ap¬ 
proved  animal  drugs  which  provides  for 
no  more  than  the  dosage  levels  and 
makes  the  same  claims  as  the  approved 
drugs; 


(b)  A  diluted  premix  for  a  previously 
approved  animal  drug; 

(c)  An  animal  drug  to  be  distributed 
under  conditions  of  approval  of  a  previ¬ 
ously  approved  animal  drug;  and 

(d)  An  animal  drug  covered  by  a 
Form  FD-1800. 

(ii)  An  animal  drug  for  administra¬ 
tion  other  than  in  animal  feed  to  be  dis¬ 
tributed  under  conditions  of  approval  of 
a  previously  approved  animal  drug. 

(3)  Approval  of  food  additives  to  be 
used  as  components  of  food-contact  sur¬ 
faces  of  permanent  or  semi-permanent 
equipment; 

(4)  Promulgation  of  monographs  for 
old  drugs,  old  animal  drugs,  over-the- 
counter  (OTC)  drugs,  or  in  vitro  diag¬ 
nostic  products; 

(5)  Promulgation  of  antibiotic  drug 
monographs; 

(6)  Approval  of  color  additive  peti¬ 
tions  to  change  provisional  listings  to 
permanent  listings; 

(7)  Testing  and  certification  of 
batches  of  color; 

(8)  Promulgation  of  additional  stand¬ 
ards  for  licensed  biological  products; 

(9)  Destruction  of  articles  contam¬ 
inated  with  filth  or  misbranded,  if  they 
will  degrade  naturally  or  are  not  or  will 
not  produce  any  toxic  substance  if 
incinerated; 

(10)  Training  grants  and  contracts; 
and, 

(11)  Approval  of  investigational  new 
drug  applications  and  investigational 
new  animal  drug  applications. 

(g)  Whenever  a  person  submits  an  ap- 
r  plication  or  petition  requesting  action  by 
the  agency  of  any  of  the  types  specified 
in  paragraph  (f)  of  this  section,  or  pro¬ 
poses  to  destroy  an  article  contaminated 
with  filth  or  misbranded  as  provided  in 
paragraph  (f )  (9)  of  this  section,  he  is 
not  required  to  submit  an  environmental 
impact  analysis  report  on  the  requested 
action  pursuant  to  paragraphs  (i)  or 
(j)  of  this  section  imless  the  agency  no¬ 
tifies  him  in  writing  that  one  is  required. 
Whenever  any  of  the  types  of  actions 
specified  in  paragraph  (f)  of  this  sec¬ 
tion  could  significantly  affect  the  qual¬ 
ity  of  the  human  environment,  the 
agency  shall  notify  such  a  person  that 
he  is  required  to  submit  an  analysis  re¬ 
port  on  the  action.  However,  such  an  ap¬ 
plicant  or  petitioner  shall  submit  an 
analysis  of  the  environmental  effects  of 
the  manufacturing  process  of  the  ar¬ 
ticle  which  is  the  subject  of  the  requested 
action.  Such  an  analysis  shall  include: 

(1)  An  identification  of  the  pollut¬ 
ants  expected  to  be  emitted ; 

(2)  A  citation  of  applicable  Federal, 
state  and  local  emission  requirements; 
and, 

(3)  A  certification  that  such  emission 
complies  with  these  requirements. 

(h)  When  amendments  to  existing 
regulations  are  proposed,  environmental 
Impact  assessments  of  those  regulations 
will  be  made. 

(i)  Whenever  a  person  submits  any 
application  or  petition  requesting  action 
by  the  agency  (except  action  specified  in 
paragraph  (d)  of  this  section),  he  shall 


FEDERAL  REGISTER,  VOL  39,  NO.  74 — ^TUESDAY,  APRM.  16,  1974 


13746 


PROPOSED  RULES 


include  an  environmental  impact  anal¬ 
ysis  repK)rt  on  the  requested  action,  ex¬ 
cept  as  provided  by  paragraph  (g)  of  this 
section.  Failure  to  include  an  adequate 
environmental  impact  analysis  report  in 
an  application  or  petition  shall  be  suf¬ 
ficient  grounds  to  refuse  to  accept  or  file 
the  application  or  petition. 

(j)  Whenever  a  manufacturer,  dis¬ 
tributor,  or  dealer  proposes  to  destroy  a 
food,  drug,  cosmetic,  device,  or  electronic 
product  which  has  been  condemned,  en¬ 
joined,  detained  or  recalled,  he  shall 
submit  to  the  agency  an  eiivironmental 
impact  analysis  report  analyzing  the 
environmental  impact  of  the  disposition 
of  such  articles,  except  as  provided  by 
paragraph  (g)  of  this  section. 

(k)  An  environmental  impact  analy¬ 
sis  report  shall  be  submitted  to  the 
agency  in  the  following  format: 
Environmental  Impact  Analysis  Report 

A.  Date: 

B.  Name  of  applicant/petitioner: 

C.  Address: 

D.  Environmental  Information. 

1.  Describe  the  proposed  action.  In  this 
description  include: 

a.  The  purpose  of  the  action. 

b.  The  environment  to  be  affected  if  the 
action  is  taken. 

2.  Discuss  the  probable  impact  of  the 
proposed  action  on  the  environment,  in¬ 
cluding  primary  and  secondary  consequences. 
a.  Describe  probable  adverse  and  bene¬ 
ficial  environmental  effects  of  the  use,  con¬ 
sumption  and  disposal  of  the  article  which 
is  the  subject  of  the  action.  Including  but 
not  limited  to  the  following  areas  of  envi¬ 
ronmental  Impact  (where  applicable) : 

1.  Pollution  (air,  water,  soil). 

2.  Solid  and  Liquid  Wastes  (compliance). 

3.  Toxic  Substances  (heavy  metals,  pesti¬ 
cides,  radiation). 

4.  Populations  (human,  animal,  plant). 

5.  Human  Values  (health) . 

6.  Pood  Contamination. 

7.  Natural  Resources. 

8.  Energy. 

b.  Describe  measures  taken  to  avoid  or 
mitigate  potential  adverse  environmental 
effects. 

c.  Analyze  the  environmental  Impact  of 
the  manufacturing  process  of  the  article 
which  is  subject  of  the  requested  action. 
Include: 

(l)  An  identification  of  pollutants  ex¬ 
pected  to  be  emitted: 

(2)  A  citation  of  applicable  Federal,  state 
and  local  emission  requirements;  and, 

(3)  A  certification  that  such  emission 
complies  with  said  requirements. 

where  there  are  no  applicable  Federal,  state 
or  local  emission  requirements,  citation  and 
certification  shall  be  made  to  appropriate 
Industry,  advisory,  or  voluntary  standards 
acceptable  to  the  agency. 

d.  Specific  data,  including  pertinent  ref¬ 
erences,  shall  be  included  to  substantiate 
the  information  provided  above. 

3.  Describe  the  probable  adverse  environ¬ 
mental  ejects  which  cannot  be  avoided.  Iden¬ 
tify  the  adverse  environmental  effects  which 
cannot  be  avoided  even  when  the  precau¬ 
tionary  measures  outlined  in  item  2  are 
taken. 

4.  Evaluate  alternatives  to  the  proposed 
action.  Describe  in  detail  the  environmental 
impact  of  all  reasonable  alternatives  to  the 
proposed  action,  particularly  those  that  will 
enhance  the  quality  of  the  environment  and 
avoid  some  or  all  of  the  adverse  environmen¬ 


tal  effects  of  the  proposed  action.  Discuss  in 
detail  the  environmental  benefits,  risks,  and 
costs  of  each  such  alternative. 

5.  Describe  the  relationship  between  local 
short-term  use  of  the  environment  with  re¬ 
spect  to  the  proposed  action  and  the  main¬ 
tenance  and  enhancement  of  long-term  pro¬ 
ductivity.  Discuss  the  extent  to  which  the 
proposed  action  involves  trade-offs  between 
short-term  gains  at  the  expense  of  cumula¬ 
tive,  long-term  environmental  losses  and 
discuss  the  extent  to  which  the  proposed  ac¬ 
tion  prevents  future  options  for  utilizing 
environmental  resources.  Special  attention 
should  be  given  to  environmental  effects 
which  reduce  the  range  of  beneficial  uses  of 
the  environment  or  pose  long-term  risks  to 
health  or  safety. 

6.  Describe  any  irreversible  and  irretriev¬ 
able  commitment  of  resources  which  would 
be  involved  if  the  proposed  action  should  be 
implemented.  The  term  “resource”  should 
not  be  construed  to  be  only  the  labor  and 
materials  devoted  to  a  proposed  action.  "Re¬ 
source”.^  also  means  the  natural  resources 
committed  to  loss  or  destruction  by  the  ac¬ 
tion.  If  no  irreversible  or  Irretrievable  com¬ 
mitment  of  resources  will  result,  so  state. 

7.  Discuss  the  objections  raised  by  other 
agencies,  organizations,  or  individuals  which 
are  known  to  the  applicant.  If  no  such  ob¬ 
jections  are  known,  so  Indicate. 

8.  If  the  proposed  action  should  be  taken 
prior  to  90  days  from  the  circulation  of  a 
draft  environmental  impact  statement  or  30 
days  from  the  filing  of  a  final  environmental 
impact  statement,  explain  why. 

9.  Omit  any  data  or  information  constitut¬ 
ing  trade  secrets  or  confidential  information. 
Refer  to,  instead,  the  appropriate  part  of  the 
detailed  statement  accompanying  your  ap¬ 
plication/petition. 

10.  Cost-Benefit  Analysis.  Prepare  a  cost- 
benefit  analysis  to  determine  whether  the 
benefit  to  the  public  of  the  proposed  action 
will  outweigh  the  action’s  potential  risks  to 
the  environment.  Where  practicable,  bene¬ 
fits  and  costs  should  be  quantified,  or  if  de¬ 
scribed  qualitatively,  m  a  manner  which  will 
permit  an  objective  Judgment  of  their  value. 

E.  Certification.  The  undersigned  appli¬ 
cant/petitioner  certifies  the  Information  fur¬ 
nished  in  this  Environmental  Impact  Analy¬ 
sis  Report  is  true,  accurate  and  complete  to 
the  best  of  his  knowledge. 


Date  Signature  of 

responsible  official 


■ntle 

(l)  Data  and  information  which  con¬ 
stitute  trade  secrets  or  confidential  in¬ 
formation  imder  Part  4  of  tljis  chapter 
shall  not  be  submitted  in  an  environ¬ 
mental  Impact  analysis  report. 

(m)  Upon  receipt  of  an  environmen¬ 
tal  impact  analysis  report,  the  responsi¬ 
ble  agency  official  shall  make  an  inde¬ 
pendent  assessment  as  to  whether  an  en¬ 
vironmental  Impact  statement  shall  be 
prepared  for  the  proposed  action. 

b.  By  amending  §  6.2  by  adding  a  new 
paragraph  (a)  (8)  to  read  as  follows: 

§  6.2  Content  and  format  of  environ¬ 
mental  impact  statements. 

(a)  *  ♦  * 

(8)  A  cost-benefit  analysis  must  be  in¬ 
cluded,  analyzing  what  benefits  of  the 
proposed  action  offset  any  adverse  en¬ 
vironmental  effects  of  the  action.  The 
analysis  should  also  indicate  the  extent 


to  which  these  benefits  could  be  realized 
by  following  reasonable  alternatives  to 
the  proposed  action  as  described  in  para¬ 
graph  (a)  (4)  of  this  section  that  would 
avoid  some  or  all  of  any  adverse  environ¬ 
mental  effects. 

*  •  *  '  *  * 

c.  By  amending  •§  6.3  by  adding  a  new 
sentence  to  follow  at  the  end  of  para¬ 
graph  (a)(5),  by  redesignating  existing 
paragraph  (c)  as  paragraph  (e)  and  by 
adding  new  paragraphs  (c)  and  (d),  as 
follows: 

§  6.3  Preparation  and  review  proce¬ 
dures. 

(a)  •  *  • 

(5)  •  •  •  Where  the  subject  of  a  final 
statement  is  also  the  subject  of  a  regula¬ 
tion  published  in  the  Federal  Register, 
this  later  requirement  may  be  met  by 
simultaneous  publication  of  a  notice  of 
availability  of  the  final  statement  ap¬ 
proved  by  the  Department  and  the  regu¬ 
lation,  provided  the  regulation  becomes 
effective  at  least  30  days  after  the  date  of 
publication. 

*  *  *  *  • 

(c)  Public  hearings  will  be  held  when 
appropriate  and  for  good  cause  shown 
on  those  agency  actions  for  which  an 
environmental  impact  statement  is  pre¬ 
pared. 

(d)  For  each  agency  action  that  does 
not  require  an  environmental  impact 
statement,  except  those  actions  specified 
in  paragraph  (d)  of  §  6.1,  the  agency  shall 
make  available  for  public  inspection  on 
request  a  marginal  impact  statement 
assessing  the  environmental  effects  of  the 
action  and  stating  its  resulting  decision 
not  to  prepare  an  environmental  impact 
statement.  Such  a  marginal  impact 
statement  shall  be  made  available  for 
actions  specified  in  paragraph  (f)  of 
§  6.1  only  when  the  agency  requests  and 
receives  an  environmental  impact  an¬ 
alysis  report  on  such  an  action. 

*  •  *  •  • 

d.  By  amending  §  6.6  by  adding  new 
paragraphs  (c)  and  (d)  as  follows: 

§  6.6  Public  availability  of  environ- 
nienlal  impact  statements. 
*0000 

(c)  The  agency  shall  maintain  for 
public  inspection  on  request  a  list  of 
those  agency  actions  for  which  draft  and 
final  environmental  Impact  statements 
have  been  iwepared. 

(d)  Copies  of  each  final  environmental 
Impact  statement  prepared  shall  be  for¬ 
warded  to  those  r>ersons  who  submitted 
substantive  comments  on  the  pertinent 
draft  statements.  A  final  environmental 
impact  statement  shall  summarize  each 
type  of  comment  submitted  on  the  perti¬ 
nent  draft  statement  and  the  Commis¬ 
sioner’s  conclusions  with  respect  to  it. 


PART  601— LICENSING 

2.  In  Part  601  of  Subchapter  F  by  ada- 
Ing  a  new  sentence  to  follow  at  the  ^d 
of  §  601.2  (formerly  §  273.201)  to  read  as 
follows: 
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§  601.2  Application  for  establishment 
and  product  licenses;  procedure  for 
liliiiK. 

»  *  *  applicant  shall  also  include 
an  environmental  impact  analysis  re¬ 
port  analyzing  the  environmental  impact 
of  the  manufacturing  process  and  the  ul¬ 
timate  use  or  consumption  of  the  biologi¬ 


cal  product  pursuant  to  §  6.1  of  this 
chapter. 

Interested  persons  may,  on  or  before 
Jime  17,  1974,  file  with  the  Hearing 
Clerk,  Pood  and  Drug  Administration, 
Rm.  6-86,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  quintuplicate)  regarding  this  pro¬ 
posal.  Comments  may  be  accompanied  by 


a  memorandum  or  brief  in  support  there¬ 
of.  Received  comments  may  be  seen  in 
the  above  office  during  working  hours, 
Monday  through  Friday. 

Dated:  April  9, 1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.74-8663  Filed  4-15-74;8:45  am) 
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